
August 2,2001. 
,- ./.” 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 c St. SW 
Washington, DC 20204 

Dear Sir or Madam: 

Pursuant to Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act and Section 101.93 of 
FDA% regulations, we hereby noti@ you that we are using the following statement(s): 

Name and address of manufacturer: 
Pharmavite Corporation, PO Box 9606, Mission Hifls, CA 91346 

Text of the statement(s): 
This mineral is essential for strong bones, healthy teeth and helps promote the 
proper function of the heart, muscles, and nervous system. Adequate calcium and 
a healthful diet is important for teen, young adults, and post-menopausal women. 

This vitamin is essential for proper function of nerves and muscles and is 
important for healthy, beautiful skin. A powerful antioxidant that contributes to 
cardiovascular, mental and prostate health and may enhance the immune function. 

Preliminary studies suggest that soy isoflavones may help maintain optimal 
hormonal balance during the transition into menopause and may maintain bone 
health and support the body through the natural changes due to menopause. 
Additionally scientists believe that soy isoflavones are the main contribution to 
heart health benefits of soy protein. 

Name of the dietary ingredient if not provided in the text of the statement: 
calcium, vitamin E, soy 

(4 Name of the dietary supplement: 
Calcium, Vitamin E, Soy 

The above statement(s) may be used in one or more of the following brands of products: B..T.‘s 
Wholesale, CVS, Duane Reade, Kirkland Signature, Jogmate, Nature Made, Nature’s Resource, 
Optimize, Spring Valley, Walgreen 

Pbarmavile Corporation l RO. 3ox 9606 l Mission Hi&, CA 91346-9606 l 81 W221-6200 l 800/423-2405 
Deliveries Only: 8510 B&boa Blvd., Norhridge, CA 91325 
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We certify the information in this notice is complete and accurate, 
that the above statement(s) is truth%1 and not misleading. 

and we have substantiation 

kqerely, 

Acting Director, Regulatory and Consumer Affairs 


